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DETAILED ACTION 

Applicants' arguments, filed 4/7/2008, have been fully considered but they are 
not deemed to be persuasive. Rejections and/or objections not reiterated from previous 
office actions are hereby withdrawn. The following rejections and/or objections are 
either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

Claim Rejections - 35 USC § 112— New Matter Rejection 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1, 13-17, 29-31 and 46 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

Applicant has amended claims 1, 13-15, 17 and 30 to recite the phrase 
"dipeptidyl peptidase-IV inhibitors." Applicant states that support for this phrase can be 
found at paragraphs 25 and 28 of the specification. However, the specification at those 
paragraphs support the generic "dipeptidyl peptidase inhibitors" not the specific 
"dipeptidyl peptidase-IV inhibitors" as amended. Therefore, the amended phrase 
constitutes new matter. 
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Claim Rejections - 35 USC § 103-New 

Claims 1,13-1 7, 29-31 , and 46 are rejected under 35 USC 1 03(a) as being 
unpatentable over Lohray etal. (WO 1997/041097) in view of Villhauer (US 6,011,155). 

Lohray et al. teach a composition comprising balaglitazone, represented by 5-[4- 
[[3-methyl-4-oxo-3,4-dihydro-2-quinazolinyl]methoxy]phenyl methylene]thiazolidine-2,4- 
dione. (See claim 23, at pg. 110.) They teach that this compound is useful in treating 
type II diabetes and insulin resistance associated with obesity. (See pg. 1, paragraph 
3.) 

Villhauer teaches a pharmaceutical composition comprising a dipeptidyl 
peptidase-IV inhibitor. (See col. 38, claim 10.) They teach that the composition is useful 
in treating mammals, including humans, with noninsulin dependent diabetes mellitus 
(also type 2 diabetes) and obesity. (See col. 9, lines 51-56.) 

It is settled law that "[i]t would be prima facie obvious to combine two 
compositions each of which is taught by the prior art to be useful for the same purpose 
in order to form a third composition that is to be used for the very same purpose; the 
idea of combining them flows logically from their having been individually taught in prior 
art." In re Kerkhoven 206 USPQ 1069, 1073. 

Therefore, it is prima facie obvious to combine the balaglitazone of Lohray with a 
dipeptidyl peptidase-IV inhibitor of Villhauer, since both compounds are known in the art 
to be useful for treating type II diabetes and obesity. It would therefore be obvious to 
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combine the compounds of Lohray and Villhauer for administration to obese patients 
with type II diabetes, as per the claims. 



Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Walter E. Webb whose telephone number is (571) 270- 
3287. The examiner can normally be reached on 8:00am-4:00pm Mon-Fri EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Frederick F. Krass can be reached (571) 272-0580. The fax phone number 

for the organization where this application or proceeding is assigned is 571-273-8300. 

Walter E. Webb 
/Walter E Webb/ 
Examiner, Art Unit 1612 

/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



